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In this webinar, we had an update on the global circulation of SARS-CoV-2 variants,
virus biology and diagnostics performance; and heard about the processes used by
WHO to list products (Emergency Use Listing, EUL) and monitor diagnostic
performance. We also heard experiences from colleagues in Australia on the
protocols used for verification of test performance.
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Dr Amy Mikhail provided an update on the
Omicron variant, taking us through phylogeny,
diversity, and diagnostic challenges, highlighting
the increase in BA.2 relative to the other Omicron
lineages, which has become dominant in 9
countries. This lineage does not have the 69-70
deletion posing diagnostic challenges to its
detection, and may have similar immune escape
capacity to BA.1, pending confirmation. The rapid
rise of Omicron cases at a global level has
highlighted the importance of strengthening and
improving genomic surveillance, in preparation
for other variants that may emerge in the future.

Dr Ute Ströher shared an overview of the WHO
Emergency Use Listing (EUL) requirements and
procedures, and instructions for submission,
emphasizing necessary manufacturer
considerations around current and future VOC
mutations that may affect test performance. All
currently listed products are able to detect
Omicron, however in-silico analysis has shown
possible mismatches in one of the two or three
targets of some dual/triple target assays,
potentially reducing sensitivity, highlighting the
importance of further studies.

Ms Anita Sands presented on post-market
surveillance, highlighting the need for this to be a
continuous process ensuring the safety, quality
and performance of products given the dynamic
nature of arising VOCs; and described the three-
pronged risk assessment process to ensure EUL
products continue to meet WHO requirements,
giving some practical examples and updates on
the current review status; and ended with some
advice for product end users to contribute
towards PMS by documenting and reporting any
product issues with the user feedback form.

Prof Deborah Williamson described the
laboratory perspective on the performance
assessment of rapid antigen tests, taking us
through the purpose of conducting such an
evaluation; differences between analytical and
clinical performance; a review of methodological
differences, highlighting the challenges of
interlaboratory comparisons; and presenting a
minimum reporting framework based on a set
number of requirements for standardization in
antigen performance studies, and finalising on a
note that in addition to analytical studies, clinical
studies are crucial to understand overall test
performance.
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